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DEPARTMENT OF HEALTH AND HUMAN SERVICES APPLICATION FOR A VARIANCE form AC.WOVM. (MS No 0910aX
tEptr41mrI Date: Octobef31, !99!

PUBLIC HEALTH SERVICE FROM 21 CFR 1040.1 l(c) FOR A we P* 4 fw Om wlemem

FOOD ANO DRUG ADMINISTRATION LASER LIGHT SHOW, OISPLAY,

OR OEWCE
DOCKET NUMBER

tOTE: NO lasertight show, ro* ,ection~t em, or dewce may vary from Cofwkance w!th 2 t CfR 1040.1 f (c) m destgn or use without the approval of th{s
application in accor ante with 1 CFff 1010.4.

lNSTRU~lONS
1. Check all appkcable boxes and type or print the

!- .. .. ,.,., ., ;,’
3. Mail our application to the D&kits ~~agement @rarwt+~FfFA.305); Food

requested mformatlon. J
2. Submrt an original and four (4) copm

and rug Admmi$tration, Room 4.62,5600 Ftshers Lane, Rockwlfe, MD 20s3S7,
4. Entef docket number If assigned.

NAME OF COMPANY

LightWave Laser Productions
!. ADDRESS OFCOMPANY (Include ZIP CODE) (If P.O. Box is used, inchde actuaf street address *Iso.J

247 ~USltS’y Club Road Washington, PA 15301

). NAME AND TITLE OF RESPCM16LE PERSON 4. TELEPHONE NO. (mchcfe area cock!?)

George Dodworth - Ownar
5. DATE OF SUBMISSION

(4’f2) 965-2737 10-4-99
;. THE APPLICANT REQUESTS THE VARIANCE TO BE IN EFFECTFOR A pERIOD OF 2 YEARS FROM THE DATE OF ISSUE. (mgenerd,

the Agency wit/ approve a v&riance for onty two yews. tf ● longer perbcf is requested , aptjfication must be ●ttached as part of the●pplication,)

7., PRODUCT tMSCRSP7fON AND US6

). LIST NAME ANO/OR MOOEL NUMBER(S) FOR TsiE LASER LIGHT SHOW(S) AND PROJECTOR(S)

Shows will be produ$xd ustder a variety of names; ha“Christmas Laser Fantasy”

I.PRODUCT FOR WHfCH A VARIANCE IS REQUESTED f. PRODUCT IS INTENOEO TO 8E USEO AT ANY ONE LOCATION

O A laser d~splay dewce a More than 15 days
a A pfOJeC$W for a laser kght show

M

More than S but not more than 1S days

~ A laser kght show Less than S days

O Other (Specify)
9. TOUR IS INTENDED TO RUN FOR

O Projectors are intended for sale, lease, or loan to
I

More than 6 months

other bsef light show producers 1-6 months
(J Less than one month

1. PRODUCT IS INTENDEO FOR uSE IN A a Not applicable (rVot* tour)

~ Planetarwrn or other dome projection structure 0 Other (Specify)
~ Theater
@ Hotel/motel ballroom or meetmg room h. PROOUCT UTILIZES THE FOLLOWING LASER EFFECTS

m Store displays

)
I

Front screen projections

= Trade show or convention Rear screen prqecttwrs

& Otscotheque or mght club O Hol~raphlc dkplay$

~ Pawhon
!!

Multiple reflection/d#ractlon effects

!

Indoor arena Aud~ence scanning (Also inck,rde$ scanning any accessible

Outdoor arena uncontrolledweas)

Museum M Reflermons from statmnary mirrors or nwrorerj

Outdoor unenclosed area
$urfaces (&am Matrices)

Other (Speci&) O Stationary wrachat!on of rotating mirror balk. etc.

Ill

Scwmmg trradtatmn oftotating mirror balk, etc.

I PRODUCT IS INTENOEO TO 8E USED Fiber optic prOJeCtIoff$

D At only one (Fixed) IOcatton . smoke, or other scattering enhancement effects

~ At a variety of flour) IOcatlons Cl &%er (SpecifyJ

n Other (Speci~)

3 LASER RADIATION LEVELS

LASER MEOIUM (Ar, Hewe, etc.) WAVE LENGTHS (run) PEAK POWER (WdttS)

Argon/Krypton 4S2,476, 4S% 4SS, S28, 530, 647, 676 mm 2-

HeNe 632.8nm 3-W

Nd:Yag S32nm 4W

I IF ANY LASER RADIATION IS PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND SCANNING Ff?Ec?UENCYAND AMPLITUDE

?4Ckvall Qs- Scarmfng System - FC9qlm DC - 1KS9ZTyplC4
10 KHz - 2SKS9Z7yPE@ RIlaa RePafltfrm Frr#qumcy AmpSNucSm 0-60 Degrrsea (mech5r8f-1)
(Models under SW TypScafSyCW)

IO. REASON FOR REQUESTING VARIANCE

Q$ Comphance with thehmnsof21CFR104S311 (c) would restrtct the intended use of the product because compliance wouid
limit the output power to the extent that the de$ired effect$ would not be $ufflcwntfy vislb[e

o Other or additional explanation @wci&)

----- ----- ---
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11 MANNER IN WHICH IT IS PROPOSEO TO DEVIATE FROM THE REQUIREMENTS OF THE’APPLICA81E STANDARD

~ It is proposed to deviate from the rovisiorM of 21 CFR 10@. 1l(c) in that the ?ccessible emission level would exceed the
accessible erruwon hmits spwft ec!m21 CFR104O.1I(C).

n It is proposed to dewate from the provision of 21 CFR 1040. t l(c) as follows:

t 2, ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION

m Laser li@t shows and dis la s are accepted popular media in entertwnment and the arts. Use of power levels in excess
!{of the limits Imposed by 1 FR 10@. 11(c) ISnecessary to achieve the required effectt m these meth

O Other or additional advantages (&scribe arufexpkin}

13.EXPLAfN THE ALTERNATE MEANS OF RAOtATION PROTECTION TO 8E PROVIDED. (Check as many bores w 4P * hrtem M MRemarks, - ju$t@ any
boxes not checked, using a@Monalsheets ●s necessary. Stat@any other meam of radiation protection thatw beused)

●. ~ All laser products, $ystems, shows, and ro actors WIII be certtfied to comply wtth 21 CFR 104O.1O ●nd the condmons of this variance ●nd will
?(/be repotted es required by 21 CFR tOO .1 and 1002.12 using the repomng guides provided for such purpose. Thasa acmons will be

accomplished prior to any introduction into commerce.

b. ~ Effectsnot specificallyindicated in thts variance afwfication will not be performed. No other effects will be added until art amendment to
thevariance has been obtained and the required reports or supplements, as applicable, have been $ubmitted.

c. ~ Scanniq pro~lon,orrefl@ctinof la~randcoiltieral radiat@n(L@t*r@atim) iMoadienc@o~@&racce$sibleuncontrdhd
areas WI I not be permm?cf except for dfffuse reffacttons produced by the atmosphere, added atmospheric scattering media, and target
screens.

d. ❑ Laser radiation tevef$ in excess of the limits of Cfass I will not be permitted at an point 18$sthan 30 meter$ above any surface upon which
Jparsons other than operators, performers. or empfoyees are perm!tted to stan or 2.5 meters below or in later*l separation from any place

where such persons are ~rmitted to be. O
~vethe~m,UsX*f,ed,n2t CF~1040.tt(c)

raters, erformers,, and empfo ees will not be raquirad or ●llowed to view radiation above the
Iimlts of Class I or be exposed to radiation a

e. O Any product which relws on scanning to maet aco?s$t axpotwe, or product class limits will incorporates scanning safeguard system which
directly senses scannermot~on and which wtll reactfastenough to preclude exceeding tha ●pplicable hmrt.

f. ~ Ail laser hght showt shall be under the direct ●nd Personal controf of trained, competent operator(s). The operator(s) wtlf:

(1) immediately termmate the em~lon of light show radlatlon in the event of my unsafe condition;

(2) Be located where all beam paths can be directfy observed at aff times; and

(3) Re an empfoyee of the variance holder who wilf be respoffsibfa for tha traminq ●nd the conduct of the operator.

9. ~ The maximum fa$ff WOJOCtOroutPut Power wd! not exceed the favel required to obtain the intended effeas.

h. ~ The pro’ ction system O%., thep@ectocarfdall other compcwent$ usetftoproduce the /ighti
T

~effects)will be securely mounted or
mmobl Ized to prevent unintended movement or mualignment. Beam maskmg will be prow ad as ●n mherant part of the system ales@ to
prevent overfilling of weens, beam $tops, targe~, etc.

I, ~ Laser PfOl~OrS wllf not b8 delive@ to any other party under w! agreement of sak, lease, or loan unfess ●nd unttf the r~ipient
demonstrates that they have a variance M effect at the t!me of delivery that permtts them to produce laser hght shows incorporating such
projector($).

~, ~ In addition to tha re@mements of 2 t CFR 104&10(h), the manufacturer of laser projedorslsystems will provide to parties who purchase
fea, or borrow the equipment, adequate users’ instructions for safe m$tallation ●nd operetton which explain the respormbrf ~ofthe ‘
reopiant as an independent h ht show manufacturer to submtt the rqutrad reportt ●nd appfy for and obtatn a vwiance from DRH pclor to

?mtroductton mto commerce o ●ny laser bght shows.

k ~ Thereqwementsof21 CFR 1002.30(a)(l) and (2) wifl be accom hshed through the use of wtten procedures for setup, alignment, testing.
r-and performance of each show These procedures wdf be intisgf ;cfent detalf to ensure compliance with 21 CFR 1040.10, the condmorfs of ttw

variance. ●nd the controf of access to radiation areas usi ~w:~#yresdewt,WmtheANSlZ136.1 standardforthesafe useof!a$ars
(American National Standard Institute, 1430 Broadvay, ?OW8) or ●ny other eqtswalent user consensus standard and, where

. apphcable, state or local reqwrements laser rediatmn areas whtck can contain radiation fewl$ above the limits specifiedm21 CFR
1040, 11(c) wtlf be dearly Identlf led by the stin f warrong srgn$ and/or restricting access through phy$fcaf means (such aspressore
switches, photo cells, barriers, guards, ●tc.fih&?aqulrementiwp fytotem~aryafeas(swhas&rW=tupa&a@nmentwti&es)
●nd to fmat of permanent areas. The varrance hofder will retain the racords of these procedures ●nd the re$ufts of all tests as required by 21
CFR 1002.31. A COPYof the varrance appftcatwm. the approval fetter, current roc$idur+, and records reletmg to each particular show wlfl be

!wtth the operator or other responsdsfe mdiwdual and WIII be made avadable or mspactton by MM and other respcrrwbk authorttias.
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1.~ Advance written notlflcatlon will be made ?$ earl as possible to a Proprlate federal, state, and Iocalauthoritles provldmg show Itinerary wmh
! “tdates and Iocatlons clearl and com,ple~ely ld:ntl led, and a baSIC escrlPtlpn of the proposed effects mcludmg a statement of the maximum

‘!power output Intended. uch notlftcatlons WIII be made. but not necessarily be Iimtted, to:

(I) The Center for Oewces and Radiological Health, Off Ice of Compliance and $urvedlance (HFZ-3 i 2), 1390 Piccard Drive, Rockvdle, MD 20850,

Rave beenre tiedandaccwsion numbersclearlyreferenced,eachnoticewllincludedetalleddescriptionsofeachshowandalist,ngof
roviding the initial and closing dates for fixed installations and the itinerary for mobile showt In addition, unless all aspects of each show

alleffemto~performed mwfficient detailtoccmfirm comphancewmhther egulatlons andthwvartance

(2) The Federal Aviation Administration (FAA) for any projections int@Wen airs ace at any time (i.e., inchdingset up, alignment, rehearsals,
/’performances, etc.). If the FAA objects to any laser effects, the objections WI I be resolved and any condNions requested by FAA WIII be

adhered to. If these conditions cannot be met, the objecmonable effects will be deleted from the show.

(3) State and Wal radiation control offl$e$@encW for all shows to @ performed wlthln their jurisdictions. All requirements of state and
local law WIII be satlsfted and any ob ectlons raw?d by local authorities WIII be resolved or the effects deleted. (A list of federal and stare

totYices is available from the Center or Devicesand Radiological Health upon request.)

14. REMARKS

The owner of the company is a graduate of a 5 year Electrical Engineering

program at Penn State University. The owner also completed a minor in

Physics, with a concentration in Advanced Optics. All show configurations

will be designed by the owner to insure all requirements of this variance, and

the safety standards set forth in ANSI 136.1 are upheld to the highest standards.

CERTIFICATION

I CERTIFYthat all of the above information and statements are true, complete, and correct to the best of m knowledge and acknowledge
!that my variance apphcation may be denied or my variance may be, revoked If this application ISfound to be alse, misleading, or incorrect in

any material way. I have submmd and will submit all reports reqwred by 21 CFR 1002.10 and 1002.12 on the laser equipment and show(s). I
further understand that I may be required by regulation or by the Director, Center for Oewces and Radiological Health. to supply such other
mformat)on as maybe necessary to evaluate and acton this appltcatlon.

15 SIGNATURE ] 16 NAME (Type or Print) I 17. TITLE

George Dodworth
Owner - Lightwave Laser Productions

BSEE / Physics
I 1
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public reportiW burdan for this collection of information is estimated tpaverage‘3hoursw wow includingthetimefor
revlewln9 instructions, searching exlstmg data sources, gathering and mamtammg the data needed, and completmg and

rewevwng the collection of reformation. Send COMMENTS regarding this burden estimate or any other aspect of thts collection

of reformation, mcludmg suggestions for reducing thu burden, to:

Reports Clearance Offtcer, PHS and to: Office of Management and Budget

Hubert H Humphrey Budding, Room 721-B Paperwork Reduction Project (0910-0025)

200 Independence Avenue. S.W. Washington, DC 20S03

Washington, DC 20201

Attn: PRA
Please DO NOT RETURN this appllcat!on to either of these addresses.

FORM FDA 3147 (S/90)
u.6.~~cfFlcelm@-m14m

m

PAGE 4 OF 4 PAGES



. -a
. .-*

PO Box 113491
,->. .,’ ‘(’”:?

Pittsburgh, PA 15241

(412) 96-LASER

October 6, 1999

Ot?iceof Compliance
Center for Devices and Radiological Health

2098 Gaither Road
Rockville, Maryland 20850

Dale:

Enctosed, please find my Laser Liiht Show Repod, Vatianoe Application, and all supporting
documentation. As we discussed a couple of weeks ago, I am anxious to enter a projector into
commerce so that my new business may @ii generating income as soon as possible. Any
assistance to expedite this application would be greatly appreciated.

I look fo!ward to woddng with you in the future as I begin generating model reports, and
submitting show notifications. I will work hard to respond to any requests you may have in a timely
manner.

Sincerely,

G%fsvyksLurk
George Dodworth
Owner - Lightwave Laser Productions
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